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The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 1-10 and 12-16 are rejected under 35 U.S.C. 102(b) as anticipated by or, 
in the alternative, under 35 U.S.C. 103(a) as obvious over Lopez-Berestein et al (U.S. 
Patent No. 4,663,167). 

Lopez-Berestein et al disclose a method of treating fungal infections with a 
composition comprising amphotericin B. The claimed methods and compositions are 
anticipated by Lopez-Berestein et al. In addition, if there is a difference in purity of 
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amphotecin B disclosed by Lopez-Berestein et al and amphotericin B encompassed by 
the present claims, such difference is seen to be minor in nature and the claimed 
methods and compositions , which fall within the scope of the prior art's method and 
composition, would have been prima facie obvious to a person having ordinary skill in 
the art at the time the claimed invention was made. 

Claims 1-10 and 12-16 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Lopez-Berenstein et al (U.S. Patent No. 4,663,167) in view of Michel 
et al (U.S. Patent No. 4,902,789) or Tang (U.S. Patent No. 4,308,375). 

Lopez-Berestein et al disclose a method of treating fungal infections with a 
composition comprising amphotericin B but do not disclose purification of amphotericin 
B. However, since purification of amphotericin B was well known in the art at the time 
the claimed invention was made as disclosed by Michel et al or Tang, a person having 
ordinary skill in the art at the time the present invention was made to use purified 
amphotericin B in the composition and method disclosed by Lopez-Berestein et al 
because such a person would have expected less side effects with administration of 
purified amphotericin B. 

Claim 1 1 is rejected under 35 U.S.C. 103(a) as being unpatentable over Lopez- 
Berestein et al (U.S. Patent 4,663,167) in view of Michel et al (U.S. Patent No. 
4,902,789) or Tang (U.S. Patent No. 4,308,375) as applied to claims 1-10 and 12-16 
above, and further in view of Ono et al (U.S. Patent No. 4,656,288). 

Each of Michel et al and Tang discloses purification of amphotericin B but does 
not disclose purification of amphotericin B using high pressure liquid chromatography 
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fractionation. However, since purification of antibiotics using high pressure liquid 
chromatography fractionation was well known in the art at the time the present invention 
was made as disclosed by Ono et al (column 9, lines 58-64), a person having ordinary 
skill in the art at the time the present invention was made would have been motivated to 
purify amphotericin B using a conventional method disclosed by Ono et al because such 
a person would have expected that the resulting amphotericin B will have a high degree 
of purity. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elli Peselev whose telephone number is (571) 272- 
0659. The examiner can normally be reached on 8.00-4.30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Shaojia Jiang can be reached on (571) 272-0627. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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